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GE Healthcare

510(k) Premarket Notification Submission

510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:
Date: May 2, 2013

Submitter: GE Healthcare [GE Healthcare Austria GmbH & Co OG]
Tiefenbach 15 ‘
Zipf, Austria 4871

Primary Contact Person: Bryan Behn

Regulatory Affairs Manager

GE Healtheare

T:(414)721-4214

F:(414)918-8275

Roland Kuntscher

Regulatory Affairs Specialist

GE Healthcare Austria GmbH & Co OG
T:(++43)7682-3800-660

F:(++43)7682 3800-47

Device: Trade Name: Voluson E Series
Models: Voluson E6/E8/E8Expert/E8Expert Limited Edition/
E10 Diagnostic Ultrasound Systems

Common/Usual Name: Veluson E6/E8/E8Expert/E8Expert Limited Edition/E10

Classification Names: Class I! _

Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1560, 90-1YO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-1TX

Secondary Contact Person:

Product Code:

Predicate Device(s): K122327 Voluson E6/E8/E8Expert/E10 Diagnostic Ultrasound
System

K 120741 Voluson S6/S8 Diagnostic Ultrasound System

Device Description: The Voluson E-Series system is a full-featured Track 3
ultrasound system, primarily for general radiology use and
specialized for OB/GYN with particular features for realtime
3D/4D) acquisition. It consists of a mobile console with keyboard
control panel; color LCD/TFT touch panel, color video display
and oplional image storage and printing devices. It provides high
performance ultrasound imaging and analysis and has
comprehensive networking and DICOM capability. It utilizes a
variety of linear, curved linear, matrix phased array transducers ‘-
including mechanical and electronic scanning transducers, which
provide highly accurate realtime three dimensional imaging
supporting all standard acquisition modes.
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Intended Use:

Device Modification:

Technology:

Determination of

GE Healthcare

510(k) Premarket Notification Submission

The device is a general purposc ultrasound system. Specific
clinical applications remain the same as previously clearcd:
Fetal/OB; Abdominal (including GYN, pelvic and infertility
meonitoring/follicle development); Pediatric; Small Organ (breast,
testes, thyroid etc.); Neonatal and Adult Cephalic; Cardiac (adult
and pediatric); Musculo-skeletal Conventional and Superficial;
Peripheral Vascular; Transvaginal; Transrectal

Voluson E-Series will provide new Power Supply (Wide Range),
new Beamformer (Integrated circuit) and new ECG-Module
(Hardware option} from the Voluson S6/S8 (K120741).

There have also been minor software improvements to a few
existing software features e STIC (Spatial Temporal Image
Correlation), HDLive (HD Live Il), SonoRenderstart
(SonoRendersstart 11) and Cine Loop (Start/Length).

The Voluson E-Series employs the same fundamental scientific
technology as its predicate devices.

Summary of Non-Clinical Tesls:

Substantial Equivalence:

The device has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection cffectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform with applicable medical device
safety standards. The Voluson E-Series and its applications
comply with voluntary standards:

1. 1. AAMI/ANSI ES60601-1, Medical Electrical

Equipment — Part 1: General Requirements for Safety

2. IEC60601-1-2, Medical Electrical Equipment —
Part 1-2:General Requirements for Safety — Collateral
Standard: Electromagnetic Compatibility
Requirements and Tests

3. IEC60601-2-37, Medical Electrical Equipment —
Part 2-37:Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equipment .

4, NEMA UD 3, Standard for Real Time Display of
Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment

5. 1SO10993-1, Biological Evaluation of Medical
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Devices- Part 1: Evaluation and Testing- Third Edition

6. NEMA UD 2, Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment ’

7. 1SO14971, Application of risk management to medical
devices

8. NEMA, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

The following quality assurance measures were applied to the
development of the system:
Risk Analysis
Requirements Reviews
Design Reviews
Testing on unit level (Module verification)
Integration testing {System verification)
Final Acceptance Testing (Validation)
Performance testing {Verification)

. Safety testing (Verification)
Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, Voluson E Series. did
not require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the Voluson E Series to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).
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& / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

fm,tn 10903 New Hampshire Avenue
Hraza Document Control Center - WO66-G60%

Silver Spring. MD 20993-0002

June 19, 2013
GE Healthcare :
% Mr. Bryan Behn -
Regulatory Affairs Manager
9900 W. Innovation Drive
WAUWATOSA W1 53226

Re: K131267
Trade/Device Name: Voluson E6/E8/E8Expert/E8Expert Limited Edition/E10
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, ITX
Dated: May 31, 2013
Received: June 3, 2013

Dear Mr. Behn:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and

_.adulteration...Please.note: _CDRH.does.not.evaluate_information.related.to.contract.liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Voluson E6/E8/E8Expert/ESExpert Limited Edition/E10, as described in your
premarket notification:

Transducer Modet Number

RAB2-5-D 9L-D RRES-10-D
RIC5-9-D P2D RM14L
RNA5-9-D P6D 3Sp-D
4C-D 11L-D C4-8-D
1C5-9-D C1-5-D RAB6-D
RSP6-16-D ML6-15-D eM6C

RIC6-12-D RM6C : S4-10-D



Page 2-—Mr. Behn

If your device is classified (see above) into either class 11 (Special Controls) or class [I1 (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as sel
forth in the guality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specitic advice for your device on our labeling regulatlon (21 CFR Part 801), please

contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address

htip:.//www fda.gov/MedicaiDevices/Resourcesfor Y ou/Industrv/defauli.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of advcrsc events under the MDR regulatlon (21
CFR Part 803), please go to

hetp://www.fda. pov/MedicaiDevices/Satetv/RepartaProblem/detauit.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industrv/defaulthim.

Sincerely-yours;

i)

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics .
and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



GE Healthcare

510(k) Premarket Notification Submission
510(k) Number (if known): K131267

Device Name: Voluson E-Series (Voluson E6/E8/E8Expert/E8Expert Limited
Edition/E10) Diagnostic Ultrasound Systems

Indications for Use:

The device is a-general purpose ultrasound system. Specific clinical applications remain
the same as previously cleared: Fetal/OB; Abdominal (including GYN, pelvic and
infertility monitoring/follicle development); Pediatric; Small Organ (breast, testes,
thyroid etc.); Neonatal and Adult Cephalic; Cardiac (adult and pediatric); Musculo-
skeletal Conventional and Superficial; Peripheral Vascular; Transvaginal; Transrectal

Prescription Use_ X AND/OR ' Over-The-Counter Use NA_
{Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence-oflCDRlrl,-OfﬁcerofJn-VﬁmDiagnostics-and-Radiological—lfleallh-(OIR-)

Page 1 of 23
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Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson E Series system and for all of its
probe/mode combinations. Combinations identified as “P” represents those previously
cleared with the unmodified Voluson E6/E8/E8Expert/E10 and “E” are those that have
been added by Appendix E of the FDA Ultrasound guidance. This modification did not
add to the previously cleared system level.or transducer indications or clinical
applications. ‘

Confidemial and Privileged. This docunent contains confidential aod pris doged trade seersts and ether
informution of General Blecire Co. and as such mas not be disclosed to others mor emplosed by Genesa) Fleetrie Co,
All rights reserved

16



GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E-Series

(Voluson E6/E8/EBExpert/E8Expert Limited Edition/E10)
: Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows;

Mode of Operation
Clinical Application . B M PW CW Calor" | Color M| Power [Combined| Harmonic| Coded Other

Anatomy/Region of Interest Doppler | Doppler | Boppler | Doppler | Doppler] Modes | imaging | Pulse [Notes]
Ophihalmic
Fetal / Obstetrics”! P P P P P P P P P P [3.69]
Abdominal™! P P P P P P P P P P [5.69]
Pediatric P P P P P P P P P P [ 5,6.9]
Small Organ'?! P P P P P P P P P P [5.6.9]
Neonatal Cephalic P P P P P P P P P P [3]
Adult Cephalic P P P P P P P P P P
Cardiac! P P P P P P P P P P [5]
Peripheral Vascular P P P P P P P P P P [ 5.6.9]
Musculo-skeletal Conventional g P P P P P P P P [3.6.9]
Musculo-skeletal Superticial P P P P P P P P P [5.69]
Other
Exam Type, Means of Access

Transesophageal

Transrectal'™! P P P p P P P P P [ 5.6,9]

Transvaginal P P P P P P P P P [ 5.6.9]

Transuretheral -

lniraoperative

-lmraopcmiive Neurologicél

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E = added under Appendix

Notes: [1] Abdominal incledes renal, GYN/Pelvic. N

(2] Small ergan includes breast, testes. thyreid, safivary gland, lymph nodes, pediatric and neonatat patients
[3] Cardiac is Adult and Pediatric.

[8] 30440 Imaging Mode,

[6] Includes imaging of guidance of biopsy (20/3D/4D).

[7] Includes infertitity monitoring of follicle development.

[8] Includes urology/prostate.

[S} Elastography imaging- Elasticity

[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.
[] 4D color Doppler

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Page 2 of 23



GE Healthcare
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Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RAB2-5-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region of Interest

Mode of Operation

M Pw
Doppler

cwW

Doppler

Color
Doppler

Coler M
Doppler

Power
Doppler

Coded
Pulse

ICombined| Harmonic
Modes™ | Imaging

Other
[Notes)

Ophthalmic

Fetal / Obstetrics!”)

[ 5.6]

Abdorminal'!

[5.6]

Pediatric

Small Organ'®!

Neonatal Cephalic

Adult Cephalic

Cardiac'"!

Peripheral Vascular

Musculo-skeletal Conventional

[5.6]

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal -

Transrectal

Transvaginal

Transurctheral

Intraoperative

Intragperative Neurotogical—j

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA: E = added under Appendix E

Notes:

[1] Abdeminal tncludes renal, GY N/Pelvic
[5] 3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy (3D/4D)
[7] Includes infertility monitoring of follicle developmem
{*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR)

Prescription User {Per 21 CFR 801.109)

Page 3 of 23
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GE Healthcare

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RIC5-9-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

AnatomyviRegion of Inierest

Mode of Operation

PW
Doppler

CwW
Doppler

Color |Color M
Boppler | Doppler

Power
Deppler

K Combined| Harmenic

Modes™ | Imaging | Pulse

Coded

Other
[Notes)

Ophthalmic

Fetal / Obstetrics!”!

[5.6.9]

Abdominail'!

Pediatric

Small Qrgan!!

Neonatal Cephalic

Adult Cephalic

Cardiac!!

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal™!

[5.69]

Transvaginal

[3.69]

Transuretheral

Intraoperative

Imtracperative Neurologicat

Intravascular

Laparoscepic

N = new indication; P = previously ¢leared by FDA: E = added under Appendix E

Notes:

|51 3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy {3[/4D}
[7] Includes infertility monitozing of follicle development
[8] Includes urology/prostate .

[9] Elastography Imagi

ng- Elasticity

[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

~ Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR)

Prescription User (Per 21 CFR 801.109}

Page 4 of 23
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Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RNA5-9-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW cw Color |Color M| Power Combined| Harmonic | Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes | Imaging [ Pulse | [Notes)
Ophihalmic
Fetal / Obstetrics!”! P P F P P P P P P P [5.6]
Abdominall'! P P P P P P P P P P [5.6]
Pediatric P P P P P P P P P P [5.6)
Small Organ'® P P P P P P P P P P [ 5.6]
Neonatal Cephalic L P P P P P P P P P | 5]
Adult Cephalic
Cardiac"'! P P P P P P P P P P [ 3}
Peripheral Vascular [ 5.6}
Musculo-skeletal Conventional P P P P p [ 5.6]
Musculo-skeletal Superficial
Other
Exam Type, Means of Access
Transesophageal
Transrectal™
Transvaginal
Transuretheral
Intracperative
Intraoperative-Neurological
Intravascular
Laparoscopic
N = new indication: P = previously cleared by FDA, E = added under Appendix E
Notes:  [1] Abdominal is Neonatal and pediatric
[2} Small organ includes breast, testes, thyroid, salivary gland. lymph nedes. pediatric and neonatal patients
[3] Cardiac is Neonatal and Pediatric.
[3]1 3D/4D Imaging Mode
[6] tncludes imaging of guidance of biopsy (3D/413)
[*] Combined modes are B/M, B/Color M. B/PWE or CWD, B/Color/PWD or CWD. B/Power/PWD.
{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ;\NOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription User (Per 21 CFR 801.109)
Page 5 of 23
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GE Healthcare

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 4C-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Anatomy/Region o:ffnreresr

Mode of Operation

PW
Doppler

Cw
Doppler

Color
Daoppler

Color M
Doppler

Power
Doppler

)Combined| Harmonic
Modes' | Imaging

Coded
Pulse

Other
[Notes)

Ophthalmic

Fetal 7 Obstetrics!”!

161

Abdominal'"!

(8]

Pedialnic

Smatt Organ!”

Neonatal Cephalic

Aduli Cephalic

Cardiac”

Peripheral Vascular

(6]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrecta)

Transvaginal

Transuretheral

IitFaAGEErative

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA: E = added under Appendix E
Notes: 1] Abdominal includes renal, GY N/Pelvic, Urology
[6] Includes imaging of guidance of biopsy (2D)
" [7] Includes infertility monitoring of fullicle development
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of 1n Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.10%)

21
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510¢k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with IC5-9-D Transducer
Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW cw Color |Color M| Power [Combined] Harmonic| Coded

Anatomy/Regian af Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse

Other
[Notes)

Ophthalmic

Fetal / Obsteirics'| p P P P P P P P P

[6.9]

Abdominal™

Pediatric

Small Organ™

MNeonatal Cephalic

Adult Cephalic

Cardiac!™

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transescophageal

Transrectal™ P P P ) P P P P

[659]

Transvaginal P P p P P p P

[69]

Transuretheral

—lntraoperative - —

Intraoperative Neurological

Intravascular

Laparoscopig

N = new indication: P = previoush ¢leared by FDA: E = added under Appendix E
Notes:  [6] Includes imaging of guidance of biopsy (2D)
{7] Includes mfertility monitoring of follicle development
i8] Encludes urelogy/prostatc
[9] Elastography lmaging- Elasticity
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANCTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of [n Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)

Page 7 of 23
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Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RSP6-16-D Transducer

Intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

. Mode of Operation
Clinical Application W cw Color {Color M| Power Combingd Harmonicf Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Deppler | Doppler| Modes™ | Imaging | Pulse [ [Notes)
Cphthalmic
Fetal / Obstetrics' ™!
Abdominall'l )
Pediatric P t3.6]
Small Organ'®! P {3.6]
Meonatal Cephalic
Adult Cephalic ,
Cardiac!"!
Peripheral Vascular P P 3 P is.6]
Musculo-skeletal Conventional P P £35.6]
Musculo-skeletal Superficial P P P P P [ 5.6]
Other
Exam Type, Means of Access
Transesophageal
Transrectal'™
Transvaginal
Transuretheral
Intrapperative
Intraoperative-Neurologieal—
Intravascular
Laparoscopic .
N = new indication; P = previously cleared by FDA: E =added under Appendix
Notes:  [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[5] 3D/4D) Imaging Mode ' :
[6} Includes imaging of guidance of biopsy (3[/4D)
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Colot/PWD or CWD, B/Power/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription User (Per 21 CFR 801.109)
Page 8 of 23
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Diagnostic Ultrasound Indications for Use Form
- GE Voluson E Series with RIC6-12-D Transducer

Intended Use: Diagnostic ultrascund imaging or fluid flow analysis of the human bedy as follows:

Clinical Application

Anatomy/Region of Interest

Mode of Operation

PW
Doppler

Cw | Color
Doppler | Doppler

Color M
Doppler

Power
Doppler

[Combined| Harmenic
Modes™ | Imaging

Coded
Pulse

Other
[Notes)

Ophthalmic

Fetal { Obstetrics'”!

[ 5.6]

Abdomina)!!

Pediatric

Small Qrgant!

Neonatal Cephalic

Adult Cephalic

Cardiac!’!

Peripheral Vascular

Musculo-skeletal Conventional

Musculg-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal™?

[ 3.6}

Transvaginal

{35.6]

Transuretheral

Intracperative

Intracperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E = added under Appendix E

Notes:  [5] 3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy (304D}
[7] Includes infertility monitoring of follicle development

[8] Includes urclogy/prostate
[*] Combined modes are 3/M, BiCaolor M, B/PWIY or CWD, B/Colar/PWD or CWD, B/Power/PWD).

{PLEASE DO NCT WRITE BELOW THIS LINE - CONTINUE CN ANOTHER PAGE |F NEEDED)

Concurrence of CDRH, Office of [n Vitre Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 CFR 801.109)

24
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 9L-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

PW Cw Calor | Color M| Power Combim‘ed Harmonic| Coded | Other
Anaiomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler] Modes™ | Imaging { Pulse | [Notes)
Ophthalmic
Fetal / Obstetrics'”!
Abdominal''!
Pediatric P r P [6]
Small Organ'¥ P (6]
Neonatal Cepbalic
Adult Cephalic
Cardjac®!
Periphera! Vascular P (6]
Musculo-skeletal Conventicnat P P P { 6]

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transescphageaf

Transrectal

Transvaginal

Transuretheral

Intraoperative

Intraoperative Neurclogical

Intravascular

1 aparoscopic

N = new indication; P = previously cleared by FDA; E = added under Appendix E
Notes:  [2} Small organ includss breast, 1estes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patiems
[6] Inctudes imaging of guidance of biopsy (2D}
[*1 Combined medes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User {Per 21 CFR 801.109)

25
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510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with P2D Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

‘Mode of Operation

Clinical Application B M PW cw Color |Color M| Power Combined|Harmonic{ Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)

Ophthalmic

Fetal / Obstetrics!”

Abdominal'!

Ped:atric

Small Qrgan®’!

Neonatal Cephalic

Adult Cephalic

Cardiac!"!

Peripheral Vascular 3

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

" Transuretheral

Intraoperative

Intracperative Neurological

Intravascular

Laparoscopic :
N = new indicatton: P = previously cleared by FDA: E = added under Appendix E
Notes:  {3] Cardiac is adu't and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR)

Prescription User (Per 21 CFR 801.109)
Page 11 of 23
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound indications for Use Form

GE Voluson E Series with P6D Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Maode ot Operation

Clinical Application B M PW CW Color |Color M| Power Combined| Harmonic| Coded

Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse

Other
[Notes)

Ophthalmic.

Feta] / Obstetrics!”!

Abdominat!!!

Pediatric

Small Organ™!

Neonatal Cephalic

Adult Cephalic

Cardiac™

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-sketeal -Superﬂcia]

Other

L Fxam Tvpe, Means of Access

‘Transesophageal

Transrectal

Transvaginal

‘Transuretheral

Intraoperative

—Intraoperative-Neurolegical e

Intravascular

L.aparoscopic

N = new indication; P = previously cleared by FDIA: E = added under Appendix E
Notes:  [3] Cardiac is adult and Pediatric

(PLEASE OO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of in Vitro Diagnostics and Radiological Health (OIR})

Prescription User (Per 21 CFR 801.109)
Page 12 of 23
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GL Healthcare
510(k} Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 11L-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Ctinical Application

Anatomy/Region of Interest

Mode of Operation

PW
Doppler

cw
Doppler

Cotlor
Doppler

Color M
Doppler

Power
Coppler

Combined
Modes

Harmonic
Imaging

Coded
Pulse

Other
[Notes)

Ophthalmic

Fetal / Obstetrics'™

Abdominall!

Pediatric

[6.3]

Small Organ'™!

16.9]

Neonatal Cephalic

Adult Cephalic

Cardiac!

Peripheral Vascular

[6.9]

Musculo-skeletal Conventional

[6.9]

Musculo-skeletal Superticial

[6.59]

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

—lntraoperative Neurological

Intravascular

I.aparoscopic

N =new indication: P = previously cleared by FDA: E = added under .«\ppend]x E
Notes:  [2] Smatl organ includes breast, testes, thyroid, salivary gland. lymph nodes, pediatric and neonatal patients

[6] Includes imaging of guidance of biopsy (2D).

[9] Elastography Imaging- Elasticity

[*} Combined modes are B/M, B/Color M, B/PWD or CWD, B/Colos/PWD or CWD, BfPower/PWD.

(FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

"~ 510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
, GE Voluson E Series with C1-5-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

B PW CwW Color |Color M| Power Combing Harmonic | Coded | Other
A,,a,amy/gég,-onijn,ereﬂ Doppler | Doppler | Boppler | Doppler | Doppler d . Imaging Pulse | [Notes)
Modes
Ophthalmic
Fetal / Obstetrics'”! P P P P P r P 161
Abdominal™! P P P P P P P [6]
Pediatric
Small Organ'?!
Neonatal Cephalic
Adult Cephalic
Cardiac'"!
Peripheral Vascular P P P P P P P P P [6]

Musculo-skeletal Conventional

Muscule-skeletal Superticial

Other

Exam Type. Means of Access

Transesophagca.]

Transrectal

Transvaginal

Transuretheral

.. Intraoperative__

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication: P = previously cleared by FDA. E = added under Appendix E

Notes:

[1] Abdominal includes renal, GY N/Pelvic, Urology

[6] Includes imaging of guidance of biopsy (2D)
[7} Includes infertility monitoring of follicle development
1*] Combined modes are B/M, BiColor M, B/PW 13 or CWD, BiColer/PWD or CWD. B/Power/PWD.,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE tF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.1Q)
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GE Healthcare

510{k) Premarket Notification Submissiqn

Diagnostic Ultrascund Indications for Use Form
GE Voluson E Series with ML6-15-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows;

Clinical Application

Mode of Operation

PW CwW Color | Color M| Power ICombinedi Harmonic | Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthalmic
Fetal / Obstetrics!”
Abdominal'”!
Pediatric P P P P P 16.9]
Small Organ®*! P L P [6,9]
Neonatal Cephalic
Adult Cephalic
Cardiac?
Peripheral Vascular P P P [6.9]
Musculo-sketetal Conventioral [ 6.9]
Musculo-sketetal Superﬁci.al P [6.9]

Other

Exam Type, Means of Access

Transesophageal

Transrectal

‘Fransvaginal

Transuretheral

Intragperative

IntraoperatiVe Neurodlogical

Intravascular

Laparoscopic -

N = new indication; P = previously cleared by FDA; E = added under Appendix E
Notes:  {2] Small organ includes beeast, testes, thyroid, saltvary gland, lymph nodes, pediatric and neanatal patients
[6] Includes imaging of guidance of biopsy (ZD)

[9] Elastography Imaging-Elasticity

[*] Combined modes are B/M, B/Colar M. B/PWD or CWD. B/Color/PWD or CWD, B/Power/PWD.

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)

30

Page 15 of 23



GE Healthcare

5310(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RM6C Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Maode of Operation

Clinicat Application B M PW CwW Color [Color M| Power Combined{ Harmonic| Coded | Other
Anatomy/Region of interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | [maging | Pulse [ [Notes)
Ophthalmic
Fetal / Obstetrics™ P P P [56]
Abdominal"'l P [5.6]
Pediatric ) P P P P [5.6]
Small Organ'¥
Meonatal Cephalic
Adult Cephalic
Cardiac™
Peripheral Vascular
Musculo-skeletal Conventional P p L P P P P P P [5,6]

Musculo-skeletal Superficial

Other

Exam Tvpe, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

Intraoperative Neuralogical

Intravascular

Laparoscopic

N = new indication: P = previously cleared by FDA; E = added under Appendix E

Notes:

[1] Abdominal inctudes renal, GYN/Pelvic, Urclogy

[3] 3D/4D [maging Mode

16) Includes 1maging of guidance of biopsy (3D/41))
[7] Includes infenility monitoring of follicke development
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diiagnostics and Radiological Health (OIR)

Prescription User {Per 21 CFR 801.109)
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510(k) Premarket Noti

GE Healthcare

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with RRE5-10-D Transducer

fication Submission

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human bedy as follows:

Clinical Application

Anatomy/Region of Interest

Mode of Operation

M

PW
Doppler

Cw
Doppler

Color
Doppler

ColorM
Doppler

Power
Doppler

ICombined
Maodes™

Harmonic
Imaging

Coded

- Pulse

Other
[Netes)

Ophihalmic

Fetal / Obstetrics'”!

Abdominal'!

Pediatric

Small Qrgan”!

Neonatal Cephalic

Adult Cephalic

Cardiaci!

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectall®!

[5.6.9]

Transvaginal

[ 5.6.9)

Transuretheral

Intraoperative

—intraoperative’Neurological

Intravascilar

[aparoscopic

N = new indication; P = previously clearsd by FDA; K = added under Appendix E

Notes:  [53]3D/4D Imaging Maode

{6} Includes imaging of guidance of biopsy (3D/MD)

[8] Includes urology/prostate
[9] Elastopraphy [maging- Elasticity

[*] Combined modes are B/M. B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE tF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiologicat Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

310(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with RM14L Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: -

Mode of Operation

Coded

Clinical Application PW’ cw Calor | Color M| Power [Combined Harmenic Other
Anatomy/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthalmic
Fetal / Obstetrics'”

Abdominal''l

Pediatric P P 5,6]
Small Organ'™ P 3 [5.6]
Neonatal Cephalic

Adult Cephalic

Cardiac™!

Peripheral Vascular P 3 P P {56]
Musculo-skeletal Conventional i [35]
Musculo-skeletal Superficial P P £3.0]

Other

Fxam fvpe, Means of Aeccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

[ntraoperative

—Iniraoperative-Neurological

Intravascular

Lapargscopic

N = new indication; P = previcusly cleared by FDA; E = added under Appendix E
Notes:  f2] Small organ inctudes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[5] 3D/41) Imaging Mode

[6] Includes imaging of guidance of biopsy (3D/4D)
[*] Combined modes are B/M, B/Color M, B/PWD or CW1D, B/Colot/PWD or CWD, BfPower/PWD.

(PLEASE DO NCT WRITE BELOW THIS LINE . CONTINUE ON ANQTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E Series with 35p-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Chinical Applicu.tion

Maode of Operation

M PW cw Caoler |Color M| Power Combint':d Harmome| Ceded | Other
Anatomy/Region of Inferest Doppler | Doppler | Doppler | Doppler | Doppler] Modes™ | Imaging | Pulse | [Notes}
Ophthalmic
Fetal / Obstetrics'™ P P P P P
Abdominal'"! P
Pediatric P P P
Small Organ!®!
Neonatal Cephalic
Adult Cephalic P P P
Cardiac!"! P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

[ntrapperative

—Intraoperative-Neurological

Intravascular

laparoscepic

N =new indication; P = previously cleared by FDA: E = added under Appendix £
Notes:  [1] Abdominal includes renal, GY N/Pelvic
[3] Cardiav is adult and Pediatric
[7] Inciudes infertility manitoring of follicle development
[*]Combined modes are B/M, BiColor M, B/PWD or CWD, B/Colot/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE CN ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiclogical Health (OIR)

Prescription User (Per 21 CFR 801.109}
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with C4-8-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- Mode of Operation

Clinica) Application B M PW CW .| Color [Color M| Power Kombined|Harmonic| Coded | Othes
Anatomy/Region of Interest Dopeler | Doppiler | Boppler | Doppler | Doppler] Modes™ | Imaging _Putse | [Netes}
Ophthalmic
Fetal / Obstetrics™ P P P P P P P P [6]
Abdominal'! P P ¢ P P 16)
Pediatric P P P P P P P P [6}
Small Organ'?!
Neonatal Cephalic
Adult Cephalic
Cardiac'"!
Peripheral Vascular g P P P P P P P P P [6]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

(ther

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

~=Intraoperative-Neurological — o - —

Intravascular

Laparoscepic

N = new indication; P = previously cleared by FDA: E = added under Appendix E

Notes:  [1) Abdeminal includes renal, GYN/Pelvie, Urolugy
[6] Includes imaging of guidance of biopsy (213)
{7] Includes infertility monitoring of follicle development

[*] Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PW D or CWD, B/Power/PWD.

(PLEASE 0O NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound tndications for Use Form
GE Voluson E Series with RAB6-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW cw Color |Color M| Power Combined/Harmonic| Coded | Other
Anatony/Region of Interest Doppler | Doppler | Doppler | Doppler | Doppler| Modes™ | Imaging | Pulse | [Notes)
Ophthalmic
Fetal / Obstetrics'”’ P P P P B P L [56]
Abdominall'l ' P P [5.6]
Pediatric P P P P P P P P [ 5.6
Small Organ'”

Neonatal Cephalic

Adult Cephalic

Cardiac'!

Peripheral Vascular

Musculo-skeletal Conventional L P P P P P P P P . [5.6])

Musculo-skeletal Supericia!

Other

Exum Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

— Intraoperative S —

Intraoperative Neurological

Intravascular

l.aparoscopic

N = new indicatson; P = previcusly cleared by FDA; E = added under Appendix E
Netes:  [1] Abdominal includes renat, GYN/Pelvic, Urology
[3]13D/4D imaging Mode
. [6] Includes imaging of guidance of biopsy (3D/4D)
[7] Includes infertility monitoring of {ollicle development
[*1Combined modes are B/M, BfColor M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of in Vitro Diagnostics and Radiclogical Health {QIR)

Prescription User {Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with eM6C Transducer

Intended Use: Diagnostic ultrasound irﬁaging or fluid flow analysis of the human body as follows:

Mode of Qperation

Clinical Application. B M PW cw Color* Color M| Power Combingd Harmonic| Coded | Other
Anatomy/Region of Interest Dappler | Doppler | Doppler [ Doppler | Deppler| Modes” | Imaging | Pulse | [Notes}
Ophthalmic
Fetaf / Obsletrics'™ P P P P P P P P o [5.6]
Abdominal! [5.8]
Pediatric P P P P P P P P {5.6)]
Small Qrgan!®!

Neoﬁata] Cephalic

Adult Cephalic

Cardiac™!

Peripheral Vascular

Musculo-skeleta! Conventional P P P p P P P P P [5.6]

Musculo-skeletal Superficial

Other

Evam Type. Means of Access

Trans¢sophageal

Transrectal

- Transvaginal

Transuretheral

Intraoperative

—Intraoperative.Newrological—

Intravascular

Laparoscopic

N = new indicatien: P = previously cleared by FDA: E = added under Appendix E

Notes: {1} Abdominal includes renal, GY N/Pebvic, Urology
[5313D44D Imaging Mode
[6] Includes imaging of guidance of biopsy {30741}
[7} Includes infertility monitoring of follicte development )
[*) Combined modes are B/M, B/Color M, B/PWD or CWD, B/Calor/PWD or CWD, BfPower/PWD,
[*1 4D color Doppler

[PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {QIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare

510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E Series with $4-10-D Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW Cw | Color |Color M| Power ICombined|Harmonic| Coded | Other
Anatomy/Region of Interest Doppler | Doppler | Doppler { Doppler | Doppler| Modes | Imaging [ Pulse | [Notes)
Ophthalmic
Fetal / Obstetries'”! P P r r F r F P P P
Abdominal™ P P P P P P P [] [ P
Pediatric P P P P P P P P P P
Small Organ'™! P [ P P P P 3 P P
Neenatal Cephatic P P P P P P P P P
Adubt Cephalic
Cardiac”’ 3 P P P P 2 [2 P P P
Peripheral Yascuiar
Muscuio-skeletal Conventional
Musculo-skeletal Superficial
Qthert!
Exam Type, Meuns af Access
Transesophageal
Transrectal'”!
Transvaginal
Tmnsurethgral
[ntraoperative
=|=—Intraoperative Neurological— -
Intravascular
Laparoscopic
N = new indication; P = previoushy cleared by FDA;
Notes:
[1] Abdominal includes renal. GYN/Pelvic, Urology )
[2] Small organ includes breast. testes, thyreid, salivary gland. lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[7] Includes infertility monitoring of fotlicle development
[*] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD,
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANGTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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